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KPATKA XAPAKTEPUCTHUKA H/

1. UME HA JIEKAPCTBEHUA ITPOAYKT

Kapcun 22,5 mg punamupanu tabsieTku
Carsil 22,5 mg film-coated tablets

2 KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika ¢uamupana tabnetka cpabpxka 40,90 — 50,00 mg npeyMCTEH M CTaHAApTU3UpaH CyX
ekctpakT ot 0ss1 TpeH (Milk thistle dry extract, refined and standardised), exBuBanenTeH Ha 22,5

Mg CUJIMMApPHH, U3Pa3eH KaTo CHIIMOMHHH,

[ToMouIHM BeulecTBa C U3BECTHO JAEHCTBUE: JIAKTO3a MOHOXHApPAT, NIICHHYHO HHLICCTE KU Z1P.

3a MbJHUS CITUCHK HA MOMOILLHUTE BELLECTBA BUKTE TOoUka 6.1.
3 JJEKAPCTBEHA ©OPMA

dunmupana radierka.
KadsiBu kpbriu ¢puamupanu TabieTkH.

4. KJUHHUHYHHU JAHHHU

4.1. TepaneBTHYHH NOKA3AHUSA

CHUMNTOMATHYHO JIeYeHHEe Ha XPOHUYHHK TOKCHYHH Y€pHOAPOOHH yBpexAaHHus. 3a NoAAbpixalllo
JIeYeHHE NPH NALMEHTH C XPOHUYHH Bb3NAMUTENIHU 3a00/siBaHUs HA YepHUs 1po0 HITH
yepHOApPOOHA LHUpO3a.

4.2. Jo3MpOBKAa H HAYHH HA NPHJIOKEHHE
J103HpoBKa

Bb3pacTHH H IOHOLLH
[IpenopbuKTeNHaTa 103a NPU NO-TEXKKH CHCTOSAHUS € N0 4 PUIMUPaHH TaONETKH 3 MbTH JAHEBHO.

[Tpu no-Jeku ciiyyad W KaTo No/IbpKallo JeueHue jo3ata € no 2 GpuiaMupaHu TadiieTku 3 MbTH
JIHEBHO.

IleqnaTpHyHa nmonyJiauMs
HsMa 10CTaTbYHO KJIMHUYHH JIAaHHH 3a NMPUJIOKEHHUETO IpH Aeua noj 12 roauiuHa Bb3pacr.

HauuH HA NpHJIOKEHHE
TabneTkuTe ce npuemar npe3 ycrara Le/d, ¢ 10CTaTb4HO KOJTMYECTBO TEYHOCT.

KypchT Ha JieyeHHe MpoAb/HKaBa He MO-MaJiko OT 3 Mecela.

4.3. IlporuBonoka3zaHHs



- CEp’bX‘i}’BCTBHT&HHOCT KbM AKTUBHOTO BEILRECTBO UJIH HAKOEC OT MOMOLHHHUTC BCILUCCTBA

H3OpOeHH B TO4Ka 0.1;
- Iewa nox 12 roauHA.

4.4. CnennajJHH npegynpeKIcHHA H NpeAna3HH MepKH

JleueHneTo ¢ TO3M JIEKADCTBEH NPOAYKT HE MOXE Aa 3aMeCTH JHETA WK Bb3IbPXKaHHUE OT
[PHEMAHE HA AJTKOXOI.

C BHMMaHue TpabBa Jia ce npunara npH MalHeHTH ¢ XOPMOHAIHH HaPYLLUEHHS (€EHAOMETPHO34,
MUOMA Ha MaTKaTa, KapLIMHOM Ha repjara, AHYHKUMTE W MaTKaTa, KApUHHOM Ha MMPOCTaTaTa)
nopaay Bb3MOXEH eCTPOreHonofo0eH edexT Ha CHTHMAPHH,

JlekapCTBEHUAT NPOAYKT ChABPXKA KaTO NOMOIIHO BEILECTBO MUEHHYHO HHIIECTE,
[TIWEHHYHOTO HHUILECTE CHABPKA FAYTEH, HO CAMO B HE3HAYHTENTHH KOJIHYECTBA W MOPaJH TOBA C€
CUMTA MAJIKO BEPOATHO Na NpEeAU3BHKa NpodJeMy Npd Xopa ¢ UboNHaKus (TyTCHOBa
eHTeponatus). EaHa tabnerka cChabpka He noseve ot 3,95 MHKporpama riyTeH.

[TauueHTH C niieHHYHa aneprud (pasnuyHa oT LbOJIMAKHATA) HE TPAOBA a B3eMarT TOBa

JIeKapCTBO.

JlexapCTBEHHAT NPOAYKT ChIbPKA KATO NOMOLLIHO BELIECTBO JAKT03a MOHOXHAPAT. [lanueHTH
¢ PEAKH HacleACTBEHH NpobieMH Ha HEMOHOCHMOCT KbM ranakTo3a, MbJeH NaKTaseH AehHLMT
WM IIIOKO30-rajlakTo3Ha ManadbcopOuus He TpsabBa na npyHeMart ToBa JIEKapCcTBo.

4,5. B3aumoaelicrsHe ¢ APYIH JeKAPCTBEHH NIPOAYKTH R APYI'H B3aHMOAeHCTBHA

Hsama mokasarencTsa 3a KMTHHHYHO 3HAYHMMH B3aUMOZEHCTBHA HA CHNHMApPHH € ApYTH
JEKaPCTBEHH NMPOAYKTH.

In vitro uscnenBaHMs MOKa3BaT, Y€e Ca Bb3AMOXHH apMaKOKMHETHYHH B3aUMOACHCTBHA C
NIEKapCTBEHH NPOAYKTH, MeTabonu3nupaiu ot UMTOXpOMHHTE eH3UMH P450, CYP3A, CYP2C9Y.
[TauneHTH, MpHEMALUH CHJIMMAPUH U JIEKApCTBEHH NPOAYKTH, METAOOTH3HPAHH OT CH3UMHTE
CYP3A, CYP2C9, Tpsabsa na 6vaar nabnoaaBaHy 3a Bb3MOXKHH B3AUMOIEHCTBHA.

CHauMapHH MOXe 1a 3aCHH eEeKTUTE Ha NeKapCTBa KaTo AHAa3enaM, aanpasoyiaM, KETOKOHa3o1,
JIOBaCTaTHH, BUHONACTHH, MOpaau HHXUOUPALLOTO MY JAECHCTBHE BbPXY CUCTEMATa UUTOXpOM P

4350,

[TpK CbBMECTHO MPHIOKEHNE HA CHIYMApPHH ¢ MTEPOPAHH KOHTPAUENTHBH W TPOAYKTH 32
XOPMOHANHO-3aMECTUTENHA TEPATUs € Bb3MOXKHO HAMANABAHE HA €EeKTHTE HA NOCNEAHMTE,

4.6. (PepTHIHTET, OPEeMEHHOCT H m.pmeﬁe

bpemenHoct
HsiMa faHHM 3a NPAKO WK HENMPAKO HeONAronpuATHO BIMAHUE HA NPOAYKTA BLPXY

6peMeHHOCTTa, eMOPHOHATHOTO/(ETANHO pa3BUTHE, PAXKAAHETO HAH NOCTHATANHOTO
KnuHuuHHTE Npoy4BaHus 3a 6€30MacHOCTTa HA CUJIIHMAPHH NpH OPEMEHHH XKEHH
HefocTaTh4HH. [10 BpeMe Ha OpeEMEHHOCT NPOAYKTBHT MOXE J1a Ce NpHJara noj
KOHTPOJ ¢aMoO B Clly4yaH, Ye Moji3ara OT JEYEHHETO HAAXBBLPIA PHCKa 32 MIIoAA.




KiupMeHe
B nepuoaa Ha KbpMeHe NPOAYKTHT MOXKE a CE MPUNAra NoJA NEKAPCKU KOHTPOJ CaMo B CiTyuaH,

Jye foj3ara OT JJEUCHHETO HAAXBBLPJIA PHCKA 34 KbpMaMETO.

4.7. EdexTtn Bbpxy cnocofHocTTa 32 modHpaHe 4 paboTa ¢ MALIHHH

Kapcun He oka3Ba HebnaronprATHO BIHSHUE BbPXY COcoOHOCTTA 3a Wiodupane K pabora ¢
MALLKHH.

4.8, HexenaHu 1eKapcTBeHH peaKLUHH

HexenaHuTe NEKAPCTBEHH peaklMi ce KNacH(PULIMPAT MO YeCTOTA K CHCTEMO-OpPraHHH KJ1acoBe,
KaKTO cnezBa: MHOTO YyecTH (> 1/10), uectn (= 1/100 no < 1/10), Hevwectu (= 1/1 000 no <1/100),
peaku (> 1/10 000 po < 1/1 000), muoro peakd (< 1/10 000), ¢ HeussecTHa YecToTa (OT
HaNWYHUTE JaHHU He MOxe Ja Obje HanpaBeHa OLICHKA).

HapymieHusi Ha MMYHHATa CHCTEMA!
Mnoz0 pedxu: KOXXHH aJIEPruvHU pPeakiny - Cbphex, oOpUB, YpTHKapHs,
C neuzgecmua vecmoma: aHa(pMNAKTHYEH LIOK.

HapyiieHus Ha YXOTO U nabUpHHTA:
Peoxu: 3acujiBaHe Ha CbhLlECTBYBAWM BeCTHOYIapHH HapyHieHHA.

CtoMalllHO YPEBHHU HAPYILICHHUSA:
PeOxu: nuapus, IbDKALLA CE Ha 3acCHieHa (PyHKLUHUA Ha YEpHHA Apod U XThYKATa,
C neuzeecmnua yecmoma. rajicHe, NOBPLIAHE, AUCTIENICHS, HAMAJICH arleTHT, (pNaTYACHUMA.

HexxenaHuTe peakiiy ca ApeXOAHK H NPEMUHABAT Cle[ MpeKpaTABaHe IpyHemMa Ha NpooyKTa.

Cro06maBane HA NOJO3HPAHH HEXKEJIAHH PeaKLHH
Cno61aBaHeTo Ha NIOA03HPaHH HeXXellaHH PeakUMH ciejl paspeliaBaHe 3a ynorpeba Ha

JIeKapCTBEHUA NPOAYKT € BaxkHO. ToBa no38015Ba 12 NPOABIKH HADMIONEHHETO Ha
CHOTHOLLEHHNETO MOJ3a/PUCK 3a IEKAPCTBEHHA NPOAYKT. OT MEAHLMHCKHTE CIIELHANHCTH Ce
H3HCKBA Aa chOOIIABAT BCAKA MOJ03UpaHa HEXENaHa peakuus ypes.

HUsnbaHUTENHA areHIUA M0 JIEKapCTBATA

yi. . JlamsH I'pyes” Ne 8

1303 Codus

Ten.: +359 28903417

yebcaiiT: www.bda.bg

4.9. Ilpeno3upane

CUMNTOMH
Hsama JaHHH 3a Npeao3upPaHe HAa NPOAYKTa.

JleueHye
[Tpy HHUKACHTHO NpYeMaHe Ha BUCOKA 1032 € HeOOXOAHMO Jia C€ Npean3BHKa NOBPbILAH
M3BBbPLLUBA C€ CTOMALIHA NPOMHUBKA C NpYEMAaHEe Ha aKTHBEH BLIVIEH H CHMMNTOMATHYHO

np4d HeoOXOAHUMOCT.




5. GAPMAKOJOIMYHH CBOHCTBA

5.1. DapmMakoIHHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHA rpyna: JlekapcTBeHH MPOAYKTH 34 JICUCHHE Ha UepeH apod,
nunotpondu. ATC xoa: AOSBAQ3

Kapcu npHHAANeXH KbM FpynaTa Ha T. H. XenaTOMPOTEKTHBHH JIEKAPCTBEHH CPERCTBA.

Toii e cMec ot nonudeHoNHH PNaBOHOUAH, U3ONUPARM OT pacTenueTo Silybum marianum.
UssecTHH ca 6 OCHOBHHU (pIaBOHOrNMKaHH: CWTHOMHHH A U B, H3ocunuOrHHH A H B,
CUJIHAHAHUH, CUITMKPHCTHH H (IaBOHOUABLT TaKCHPONHH. OT TAX Hal-aKTHBEH € CHIHOHHHH.
MexaHu3MBT Ha AeliCTBHE € BCE OLLUE HEAOCTATRYHO M3ACHEH. HanHyHuTe JaHHH NOKa3BaT
CHILECTBYBAHETO HA HAKOJIKO OCHOBHH MEXaHM3MH Ha ACHCTBUE HA CHIMMApPHH U CHIHOHHHH.

CunumapuH cTabunu3upa K1eTbUHUTE MEMOpaHHU H peryinpa nepMeabuInTeTa, B pe3yiaTar Ha
KOETO Ce NPEAOTBPATABA HABM3aHETO HA XENATOTOKCHYHHTE areHTH B XeTIaTOLHTHTE,
BnusHWEeTO HA CHIIMMaPHH BbpXY MeMOpaHHHUA NMepMEabUIHTET € CBbP3aHO ¢ KAYECTBEHH H
KOJIHYECTBEHH [IPOMEHH B MEMOPaHHHUTE JMIUIAU — XOJIECTEPON N GOCHOMUITHIH.

YCTaHOBEHO €, He MeMOpaHoCcTabHNU3UpAaIlLOTO AcHCTBHE HAa CHNMMApPHH C€ Ob/DKH Ha
KOMAETHTHBHO B3aHMO/JICHCTBHE C PEUENTOPHTE 34 CBOTBETHHTE TOKCHHH B XEMaTOLHTHATA
MeMOpaHna.

CHNIMMapHH NPUTEXaBa aHTHOKCRIAAHTHH CBONHCTBA, KATO Ce CBbP3Ba CbC CBODOIHH paIUKaNH H
peryjupa BbTPeKNeTbYHOTO ChAbBP)KaHHE HA FMYTATHOH. B 3aBHCHMOCT OT KOHLEHTpALUATA
WHXHGHPA MUKPO30MATHA MEPOKCHAALMS, npeausBrkana oT NADPH-Fe?*-ADP. INosnussa
eH3UMHH CHCTEMH, CBbP3aHH € IYTaTHOH H CYNepoKkcua aucMyTasa. MMa aanum, ue
KOMNOHEHTH Ha CHIMMApPHH MOTHCKAT NMEePOKCHAALMATA Ha IMHOEHOBA KHCEIMHA, KaTaJlu3upaHa
OT MUNOKCHUTEHA3a W NPEeAna3Ba YepHOAPOOHHTE MUTOXOHAPHH W MHKPO3OMH OT 0Opa3yBaKeTo
Ha JIMMIWHH EPOKCHAM, MPESAH3IBKKAHH OT PAa3U4YHU arcHTH.

[ToBHiLaBaHETO HA MPOTEMHOBATA CHHTE3a OT CWIIKMAPHH € pPe3yNTaT OT CTUMYJIHPaAHETO Ha
aXTHBHOCTTA Ha afapeHus eH3uM RNA nonuMmepasa l. ToBa Boay no ycuaeHo obpasysaHe Ha

pubo3oMHa RNA # ChOTBETHO CHHTE3HPAHE Ha [MO-TOJIAMO KOIHYECTBO CTPYKTYPHH H
dYHKUMOHANIHA POTENHU. B pesyntar ce noBMLLIABA KaNnaUTeTa 4 pereHepaTHBHHTE

Bb3MOXKHOCTH Ha YepHUSA ApO0D.

CullMMapyB OrpaHM4aBa HABAM3AHETO HA M3BECTHH XEMATOTOKCHYHH OTPOBHH BEWIECTBA B
knetkute. Uma paHuu, ye cuiuMaprH HHXUOHMpa TpaHcopMauusaTa Ha yepHoapoOHHTE
CTEJIaTHHU KaeTKU B MHOPUOpobnacTy - npolec, OTTOBOPEH 3a AUCIO3MLMA HA KONAareHOBH

¢udpH, BoACLU OO LIHPO3A.

[IposABsaBa MPOTHBOBL3NANHTENHO ACHCTBHE BbPXY YEPHOAPOOHHTE TbKaHH, PH KOETO CE
orpaHnu4aBa YepHOAPOOHOTO Bh3MaleHHe Y HaMaaBaT Bb3NATHTENHUTEe LMTOKHHH (IL-1, IL-6,

TNF-qa, IFN-y, GM-CSF) 1 noaobpasa MUKpOUHPKYyTaLHATA.

KnunduHo Te3n edekTH ce u3pasapar B nonobpeHue Ha CyOeKTHBHATA H ODEKTHBHA

CUMIITOMATHKA H HOpMANIU3MpaHe Ha MOKA3aTEeNUTE 338 QYHKUHOHATHOTO CLCTOSHUE HA YEPHUS
apo6 (TpaHcaMKHa3M, raMarno0ynuH, OunupyouH). Tosa Boau 1o noaoGpasaHe Ha 00
CbCTOSHHE, HAaMAaJIABAHE HAa ONIAKBAHHATA, CBbP3@HH ¢ XPAaHOCMHJIIAHETO, a NPH Nall
HapYLUIEHO YCBOSIBAHE HA XpaHAaTa BCASACTBHE Ha yepHONpoOHOTO 3a00/1sBaHe BO
nofoOpsiBaHE Ha anNeTUTa U YBEJIHYABAHE HA TENJIOTO.




5.2. (dapMaxkOKHHETHKA

AbcopOnun
Cries nepopajHO NPHJIOKEHUE CHIMMapHH ce pe3opdupa OaBHO B CTOMALITHO-YPEBHUS TPAKT.

[TuxoBaTta NIasMeHa KOHLIEHTpalusa Ha CHIMOUHHH ce AOCTUra 2 Haca clied NEpopaiHo
NpUNoXKEHHe Ha cunMapuH, [loanara ce Ha eHTepOXenaTalHa UHPKYIaLus.

Paznpeaenenue

[Mo-ronsMata 4acT o1 cunuouHuH (75%) B myiazmarta € B KOHIOrHpaHa ¢opma. [Ipy uscneasaHus
¢ C GennzaH cHNMGHHHH, HAK-BHCOKH KOHLIEHTPALMHK C€ YCTaHOBSABAT B YepHUs Apod, Oenus
Apo6, cTOMAxa U NaHKpeaca ¥ CbBCeM HE3HAYUTENHH KOJIHYECTBA B ObOpeLnTe, ChpUETO U APYTH
opraHy. KoHueHTpauuara B xipukata € oxono 100 nbTH no-rojisiMa oT Ta3k B Na3Mara H HaM-
BHCOKHTE W CTOHHOCTH ce AOCTHrar cnen 2-9 yaca.

brorpaunchopmanus
Mera6oan3npa ce B yepHna Apob upes KOHIoralusa cue cyndarTu » rmokypoHosa KucenuHa. Karo

MeTabONMHTH B KITHUKATA CA OTKPHTH IMIOKOPYHUAH H CyNaTH.

EJNHMHHHDpaHE
EAuMUHALHOHHHAT NOAYKUBOT Ha CHIHOHHKH € 6 uaca.

Camo 1 po 5% (cnopen apyru aBTopH 3-8%) OT nepopanHo NpUAoKEHH CHIMMAapHH Ce
eKCKpeTHpa B HermpoMeHeHa ¢opma B ypuHata. 20-40% ot npunoxeHara 103a CHIMOHHHUH NOA
(opMaTa Ha MIOKYPOHHAH H KOHIOTHPAaHH CypaT# c€ EKCKPEeTHpa upes XIIbYKara.

5.3. IlpenKNHHHYHH AaHHH 33 0€30NaCHOCT

[IpeaAKNMHUUYHKTE AAHHK He NoKa3saT ocofeH pHCK 3a Xopa Ha 6a3aTa Ha KOHBEHUHOHAJIHHTE
apmakonorHyHy npoy4BaHus 3a 6€30MacHOCT, TOKCHYHOCT NIPH MHOTOKPAaTHO NMpHIaraHe,
reHOTOKCHYHOCT, KAPLIMHONEHEH MOTEHIHA, PENPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a
Pa3BUTHETO.

6. PAPMALEBTHYHHA JAHHHA

6.1, CnHchbK HA MOMOIHHTE BeHIeCTBA

Tabremno A0po.

;1aKT03a MOHOXMJpAT
MHKPOKPHCTAIHA LieNy103a
MIIEHHYHO HULIECTE
NOBUJOH

nonucopOar 80

MaHHUTON

KpPOCNOBHAOH

MarHe3ueB cTeapar

TaNK

HATpHEB XUIpOoreH kapOoHar

Durmogo noxpumue:
Onappait AMB II 88A265025 kadss:

[MOJIHBHHHIIOB AJIKOXOJ




TaJIK
yepseH xenedeH okcua (B 172)

XBIT keneseH okeua (E 172)
uepeH xeneseH okcua (E 172)
FAULEPON MOHOKATIpUJIOKanpar

THTAHOB JHOKCcUI (E 171)
HaTpHeB Jaypuiacyndar

6.2. HecbBMeCTHMOCTH
Henpuaoxumo.

6.3. Cpox Ha rogHocT

3 (Tpu) rogUHH.

6.4. YcroBust Ha CbXpPAHEHHE

Jla ce cbxpaHaBa mog 25°C.

6.5. BHI H ¢CHALPKAHHE HA ONNAKOBKATA

[IbpBuyuna onaxoBka: 10 (aecer) punmupann Tabnetkn B 6e3uBeTHH OJIHCTEPH OT

PVC/PE/PVAC/AL donuo.
Bropuuna onakopka: 8 (oceM) G/IMCTepa B KapTOHEHa KYTHS, 3a€/HO ¢ JIMCTOBKA 34 NMaUHEHTA.

6.6. ChneuHa/JMHH NPeANa3ZHH MEPKH NPH HIXBbPJIAHE

Hama cneuuaiHy U3MCKBaHHA,

7. INNPUTEKATEJ HA PASPELHIEHHUETO 3A YIIOTPEBA H ITPOU3BO/JTUTEJ]
CODAPMA Al

yit. UnueHcko woce 16

1220 Copns

brnrapus

8. HOMEP HA PAZPELHIEHHETO 3A YIIOTPEDBA

Peructpauuonen Ne 20210201

9. JATA HA ITBPBO PA3PEINIABAHE/ IIOJHOBABAHE HA PA3ZPEIIEHHUETO
3A YIIOTPEBA

Jara Ha mepBO paspelrasane:20.07.2021
JlaTa Ha MOCAEAHO NOXHOBABAHE:!

10. AATA HA AKTYAJINZUPAHE HA TEKCTA

Mai 2026




